This is a critical abstract of an economic evaluation that meets the criteria for inclusion on NHS EED. Each abstract contains a brief summary of the methods, the results and conclusions followed by a detailed critical assessment on the reliability of the study and the conclusions drawn.
Analysis of effectiveness
The basis of the effectiveness analysis (intention to treat or treatment completers only) was not reported. The analysis assessed median survival, survival after 6 months and after 1 year, percentage of patients without adverse events (such as leucopenia, mucositis, WHO grade 3 and 4 anaemia, or episodes of severe asthenia), and resources used for episodes of adverse events. Data on quality of life were also collected. The comparability of the groups was not reported.
Effectiveness results
The effectiveness results were as follows: median survival was 10.1 for patients treated with raltitrexed and 10.2 months for patients treated with 5FU+LV; the rate of survival after 6 months was 72.07% in the raltitrexed group and 67.92% in the 5FU+LV group; the rate of survival after 1 year was 44.14% in the raltitrexed group and 43.87% in the 5FU+LV group; and the percentage of patients without side effects was 72.97% in the raltitrexed group and 57.08% in the 5FU+LV group.
Only the difference in the number of patients free of side effects was statistically significant.
The resources used for mucositis and leucopenia were statistically lower in the raltitrexed group compared to the 5FU+LV group (3.15% versus 21.23% for mucositis and 14.41% versus 29.72% for leucopenia), whereas the percentages of resources used for anaemia and asthenia were statistically lower in the 5FU+VL group than in the raltitrexed group (2.36% versus 9.01% for anaemia and 1.89% versus 5.85% for asthenia).
Differences in quality of life data did not reach statistical significance.
Clinical conclusions
The effectiveness analysis indicated that the two drug therapies were equivalent in terms of survival, but differed significantly in terms of side effects, which were more frequent in the group of patients treated with 5FU+VL than in the group of raltitrexed. In particular, raltitrexed was associated with less episodes of mucositis and leucopenia, but far more frequent cases of anaemia and asthenia in comparison with 5FU+VL.
Measure of benefits used in the economic analysis
The benefit measures were derived from the effectiveness analysis: survival at 6 and 12 months, and percentage of patients free of side effects. However, since no statistically significant difference was found in terms of survival, the main benefit measure was the rate of patients without side effects.
Direct costs
Discounting was not relevant due the short time horizon of the study. Unit costs and quantities of resource use were reported separately. The resource/cost boundary was not clearly reported. The analysis of costs included regimenrelated components, such as medication (raltitrexed or 5FU+VL), drug administration (raltitrexed, 5FU+VL, days, and trips from and to the hospital), scheduled follow-up tests (haematology, biochemistry, and trips to the hospital), and nonregimen-related components, such as side effects, intensive care unit (ICU) days, ward days, outpatient visits, general practitioner (GP) visits, computed tomography (CT) scans, X-ray, and trips. Total costs per patient were calculated. However, in a further specification of the model, costs per patient in relationship to side effects were also computed through a regression analysis to assess the impact of occurrence of side effects on total costs: these cost estimations may
